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DETAILED ACTION 

RE: Zaphiropoulos et al. 

1 . Applicant’s response filed on 2/20/07 is acknowledged. Claims 1 , and 5-18 are 
pending. Claims 2-4 are cancelled. Claims 6-12 and 14-18 are withdrawn from further 
consideration. Claims 1, 5 and 13 are amended. 

2. Claims 1 , 5 and 1 3 are under examination. 

Objections Withdrawn 

3. The objection to the amendment to the specification filed on 3/4/04 because of 
the wrong page number is withdrawn in view of applicant’s amendment to the 
specification. 

Rejections Withdrawn 

4. The rejection of claims 1-5 and 13 under 35 U.S.C. 112, second paragraph, as 
being indefinite for reciting “capable of participating in the human PTCH/SHH pathway” 
in claims 1-4 is withdrawn in view of applicants’ amendment to claim 1 and cancellation 
of claims 2-4. 

5. The rejection of claims 1, 5 and 13 under 35 U.S.C. 112, second paragraph, as 
being indefinite for reciting the phrase “essentially comprised of SEQ ID NO.1” in claim 
1 is withdrawn in view of applicants’ amendment to the claims. 
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6. The rejection of claims 1 and 5 under 35 U.S.C. 102(e) as being anticipated by 
de Sauvage et al. (US Patent No. 6,709,838B1, Date of Patent 3/23/2004, earliest 
effective filing date 4/15/1998) is withdrawn in view of applicants’ amendment to the 
claims. 

Response to Arguments 

7. The rejection of claims 1 , 5 and 1 3 under 35 U.S.C.1 01 because the claimed 
invention is not supported by either a specific and substantial asserted utility or a well 
established utility. 

The response states that the specification as filed does in fact disclose, and 
provide evidence of, an activity for the protein, e.g. a comparison of the structure and 
function of human PTCH2 to human PTCH1 and mouse PTCH2, basal cell carcinomas 
(BCCs) show frequent mutations in the PTCH1 gene, and overexpression of PTCH2 
mRNA. The response states that PTCH2 therefore has diagnostic value. The response 
states that PTCH2 gene has been localized to a chromosomal region often lost in 
tumors, PTCH2 is thus a candidate for a tumor suppressor gene. The response states 
that this region is also one to which three cancer disposition syndromes have been 
mapped, as a result PTCH2 is also a candidate for the gene behind these hereditary 
syndromes. The response states that de Sauvage’s Patent (US 6,348,575) sets forth 
multiple uses for patched-2 such as used in screen assays to identical the molecules 
that interact with patched-2 protein or modulate the hedgehog signaling, and in making 
antibodies. The response states that Bumcrot (US patent 6,309,879) also disclose the 
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patched-2 proteins can be used to screen for drugs which are either agonists or 
antagonists of ptc-2 protein. The response states that applicants have gone far beyond 
that is set forth in Example 4 of the Utility Guidelines, describing utilities specific to 
PTCH2. 

Applicants’ arguments have been carefully considered but are not found 
persuasive. While the specification discloses that the protein of SEQ ID NO.1, i.e. 
PTCH2 is 57% identical to PTCH1, with a significantly variable region present between 
the transmembrane domains 6 and 7, and 91% identical to the mouse PTCH2 
sequence (see page 20, lines 26-29), as indicated in the previous office action, one of 
skill in the art cannot extrapolate the sequence homology data to the function of the 
PTCH2 protein, how the instantly claimed protein correlates to the human disease 
because the protein chemistry is unpredictable. It is known in the art that the 
relationship between the amino acid sequence of a protein (polypeptide) and its tertiary 
structure (i.e. its binding activity) are not well understood and are not predictable. While 
the specification teaches that mRNA expression is upregulated in BCCs, there is no 
indication that the PTCH2 protein expression is associated with BCCs. Furthermore, 
while PTCH2 gene is located to a chromosomal region often lost in tumors, even if we 
assume that the PTCH2 gene could be used for diagnosis of cancer, one skilled in the 
art still cannot conclude that the protein would be useful for diagnosis of cancer without 
the data showing that the PTCH2 protein is indeed expressed in the corresponding 
normal cells. In response to applicants’ arguments that PTCH2 protein can be used in 
screening assays for identifying modulators or for making antibodies, these assays are 
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not considered as specific and substantial utility given that the PTCH2 protein itself 
lacks utility. 

8. The rejection of claims 1 , 5 and 1 3 under 35 U.S.C. 112, first paragraph. 
Specifically, since the claimed invention is not supported by either a specific and 
substantial asserted utility or a well established utility for the reasons set forth above, 
one skilled in the art clearly would not know how to use the claimed invention is 
maintained. 

The rejection is maintained for the same reasons set forth above (see paragraph 

7). 

9. The rejection of claims 1, 5 and 13 under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement is maintained. 

Applicants presented the same argument as set forth in utility rejection (see 
paragraph 7). 

Applicants’ arguments have been carefully considered but are not found 
persuasive. Specifically in the absence of a correlation between the claimed proteins 
and any diseases, such as cancer, the information obtained from over expression of the 
mRNA of PTCH2 in BCC only serves as the basis for further research on the 
observation itself. Therefore, absent evidence of the protein’s expression including a 
correlation to any diseased state, one of skill in the art would not be able to predictably 
use the claimed proteins without undue experimentation. 



Application/Control Number: 10/791,844 
Art Unit: 1643 


Page 6 


Conclusion 

10. No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Hong Sang whose telephone number is (571) 272 8145. 
The examiner can normally be reached on 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s 
supervisor, Larry R. Helms can be reached on (571) 272-0832. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 


Hong Sang, Ph.D. 
Art Unit 1643 
March 27, 2007 
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PRIMARY EXAMINER 



